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DETAILED ACTION 



Response to Arguments 

1 . Applicant's arguments with respect to claims 1 , 3-10, and 12-20 have been 
considered but are moot in view of the new ground(s) of rejection. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claim 18 is rejected under 35 U.S.C. 102(e) as being anticipated by Farley et al. 
(USPN 6,071,277). 

Farley et al. '277 teaches a therapeutic medical device adapted to be inserted 
into a tissue passageway after a percutaneous medical procedure, comprising: a 
therapeutic medical device adapted to be inserted into a tissue passageway comprising: 
a) an elongated shaft having a proximal section, a distal section, a distal tip, at least one 
lumen, and a second opening on the distal tip in communication with the lumen, wherein 
the first and second openings and the lumen are configured such that the shaft may be 
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threaded over a guidewire extending through the first opening and lumen and out the 
second opening (col. 17, lines 61-67; col. 18, lines 1-15); b) a means for locating and 
determining a site at which thermal energy should be applied to promote hemostasis 
(col. 7, lines 5-20; col. 8, lines 17-23); a means for emitting sufficient thermal energy to 
the site thereby raising native tissue temperatures and inducing tissue and/or blood 
coagulation (col. 7, lines 21-55). 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such* that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1 and 3-7, 10-15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Driscoll et al. (USPN 6,083,159) in view of Farley et al. (USPN 
6,071 ,277) and further in view of Martin et al. (USPN 6,007,499). 

Driscoll et al. '159 teaches a method for producing hemostasis, tissue closure, 
and/or vessel closure following a percutaneous medical procedure wherein an access 
device is introduced to a patient creating a passageway, the method comprising the 
steps of: a) inserting a probe or catheter to a remote site of internal bleeding, the probe 
may be inserted transrectally, transvaginal^, transesophageal^, or the like (col. 8, lines 
52-67); b) ultrasonically interrogating a section of the passageway using pulsed Doppler 
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(col. 4, lines 23-38); c) advancing the HIFU thermal delivery probe down the 
passageway until the pulsed Doppler indicates that the probe is at a pre-determined 
distance from the target site (col. 9, lines 29-42); emitting sufficient thermal energy to 
the target site in order to raise native tissue temperatures and inducing tissue an/or 
blood coagulation at the site (claim 12). Driscoll et al. '159 also teaches that the 
ultrasound transducer is located at a distal end of the thermal delivery probe (col. 7, 
lines 51-67). 

Driscoll et al. '1 59 does not expressly teach inserting an introducer sheath 
transcutaneously into an artery, thereby creating the passageway and an arteriotomy. 
Driscoll et al. '159 also does not expressly teach treating the site of the arteriotomy and 
that the thermal delivery probe has an outer diameter of about 4-10 French. 

In the same field of endeavor, Farley et al. '277 teaches a percutaneous catheter 
for applying RF energy from an electrode or ultrasound where a percutaneous 
introducer is inserted into a vein using the old and well-known Seldinger technique. A 
catheter is passed through the introducer and advanced through the venous treatment 
site to apply thermal therapy (col. 6, lines 58-67; col. 7, lines 1-20). Farley also teaches 
that the thermal delivery probe has an outer diameter of about 4-10 French (col. 12, 
lines 38-63). 

Farley et al. '277 does not expressly teach applying thermal energy to the site of 
the arteriotomy. 
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Martin et al. '499 teaches using HIFU to treat the site of a hemorrhaging wound 
where HIFU is applied to the regions of a puncture where the energy exposure causes 
closure of the wound (col. 4, lines 34-45). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Driscoll et al. '159 in view of Farley et al. '277 and Martin et al. '499. 
The motivation to modify Driscoll et al. '159 in view of Farley et al. '277 and Martin et al. 
'499 would have been to prevent additional tissue damage caused by sliding the 
catheter through the vessel wall while using the same device to improve the healing 
time for the patient. 

6. Claims 8-9, 16-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Driscoll et al. f 159 in view of Farley et al. '277 and Martin et al. '499 as applied to 
claims 5, 6, 13 and 14 above, and further in view of Unger et al. (USPN 5,558,092). 

Driscoll et al. '159 in view of Farley et al. '277 and Martin et al. '499 teach all the 
limitations of the claimed invention except for expressly teaching that the device is 
operated at about 6MHz and about 2 W/cm 2 . 

Unger et al. '092 teaches a method for performing diagnostic and therapeutic 
ultrasound simultaneously using an ultrasound transducer array that can operate at 
about 6MHz (col. 7, lines 60-65) and output about 2 W/cm 2 (col. 8, lines 37-41 ). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Driscoll et al. '159 in view of Farley et al. '277 and Martin et al. '499 
with Unger et al. '092. The motivation to modify Driscoll et al. '159 in view of Farley et al. 
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'277 and Martin et al. '499 with Unger et al. '092 would have been to provide therapy 
within safe and effective operational output ranges. 

7. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Farley et 
al. '277 in view of Driscoll et al. ( 159. 

Farley et al. '277 teaches a therapeutic medical device adapted to be inserted 
into a tissue passageway after a percutaneous medical procedure, comprising: a 
therapeutic medical device adapted to be inserted into a tissue passageway comprising: 
a) an elongated shaft having a proximal section, a distal section, a distal tip, at least one 
lumen, and a second opening on the distal tip in communication with the lumen, wherein 
the first and second openings and the lumen are configured such that the shaft may be 
threaded over a guidewire extending through the first opening and lumen and out the 
second opening (col. 17, lines 61-67; col. 18, lines 1-15); b) a means for locating and 
determining a site at which thermal energy should be applied to promote hemostasis 
(col. 7, lines 5-20; col. 8, lines 17-23). 

Farley et al. '277 does not expressly teach one or more ultrasound transducers 
positioned in the elongated shaft; the one or more ultrasound transducers comprising at 
least one therapeutic ultrasound transducer configured to emit high intensity ultrasound. 

Driscoll et al. '159 teaches one or more ultrasound transducers positioned in an 
elongated shaft; the one or more ultrasound transducers comprising at least one 
therapeutic ultrasound transducer configured to emit high intensity ultrasound (abstract; 
fig. 2). 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Farley et al. '277 with Driscoll et al. '1 59 because Farley et al. 
discloses the use of ultrasound for applying therapeutic energy (col. 6, lines 1-15). The 
motivation to modify Farley et al. '277 with Driscoll et al. '159 would have been to focus 
the therapeutic ultrasonic energy to a specific target. 

8. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Farley et 
al. '277 in view of Driscoll et al. '159 as applied to claim 19 above, and further in view of 
Belef et al. (USPN 6,078,831 ). 

Farley et al. '277 in view of Driscoll et al. '159 teaches all the limitations of the 
claimed invention except for expressly teaching that the inseratable probe further 
comprises a diagnostic ultrasound transducer adapted to ultrasonically interrogate a 
position in front on the elongated shaft distal end. 

Belef et al. '831 teaches an ultrasound guide wire having an ultrasound 
transducer adapted for forward-looking diagnostics (col. 6, lines 42-45). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify Farley et al. '277 in view of Driscoll et al. '159 with Belef et al. '831 . 
The motivation to modify Farley et al. '277 in view of Driscoll et al. '159 with Belef et al. 
'831 would have been to improve the physician's ability to direct the catheter to the 
therapy site. 
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Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ellsworth Weatherby whose telephone number is (571) 

272- 2248. The examiner can normally be reached on M-F 8:30 a.m. - 5:00 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eleni Mantis-Mercader can be reached on (571 ) 272-4740. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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